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Learning Objectives 
At the conclusion of this webinar, participants 
should be able to: 
 

• Understand the purpose of the prescribing 
information (PI) 
 

• Gain familiarity with the Physician Labeling Rule 
(PLR) format 
 

• Understand major changes and improvements to 
the U.S. PI  
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Overview of Presentation 
• What is the prescribing information? 
• The two formats 

– Old format 
– PLR format 

• History/Goals 
• Content/Format changes 

• Labeling examples 
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Prescribing Information 
• Also known as professional labeling 

 
• Summary of essential scientific information 

needed for safe and effective use of drug 
 

• Written for health care provider, not patient 
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Prescribing Information 
• Must be informative, accurate, and neither 

promotional in tone nor false or misleading 
 

• Must be updated when new information 
becomes available 
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Prescribing Information 
“Two Formats” 
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PLR 
Format 

Old 
Format 



Old Format 

  
 

  

 Limited format requirements 
 
 NOT included: 
 Numbered sections or subsections 
 Table of Contents 
 Concise summary of important 

information 
 

Information NOT ordered 
according to clinical relevance 

  
Based on Final Rule 1979 



Format: Old versus PLR 
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PLR: History 
• In the 1990’s, FDA organized national physician survey, 

focus groups, and held public meeting to understand how 
health care prescribers use PI: 

 

– What information is most important? 
– How can labeling be improved? 
– How is labeling information accessed? 
 

• A labeling prototype was developed 
 

• Proposed Rule published 2000 
 

• Final Rule published 2006 
– Amended regulations about format and content of PI 
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PLR: Labeling Goals 
 

More informative
  

  

More accessible 

More memorable Better risk 
communication 

Fewer medication 
errors 
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PLR: Affected Products 
 
• New Drug Applications (NDA), Biologics License 

Applications (BLA), and efficacy supplements approved 
on or after June 30, 2001: 
– 21 CFR 201.56 (General) and 201.57(Specific) 

 
• Encourage voluntary submission at any time for older 

drugs approved prior to June 30, 2001 
– 21 CFR 201.80 (Specific)  

 
• http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Laws

ActsandRules/ucm084159.htm 
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PLR Requirements for Prescribing 
Information Website  
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PLR Format: 3 Components 

Prescribing 
Information 

Highlights 

Contents 

Full 
Prescribing 
Information 
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PLR Format: 3 Components 
• Highlights 

– High level ½ page summary of critical information 
– Links to appropriate section of FPI 
 

• Contents 
– Also known as “Table of Contents” (TOC) 
– Allows easy reference to FPI 
 

• Full Prescribing Information (FPI) 
– Consistent order and numbering of sections 
– Frequently referenced information moved forward 
– Patient Counseling Information section now required 

 
 

 



First Component 

Highlights 
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Sample Tool: Highlights  
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Sample Tool: Highlights  
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Sample Tool: Highlights  
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Sample Tool: Highlights  
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Sample Tool: Highlights  

20 



Sample Tool: Highlights  
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Sample Tool: Highlights  
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Sample Tool: Highlights  
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Sample Tool: Highlights  
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Sample Tool: Highlights  
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Example: Highlights 



Second Component 

Contents 
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Sample Tool: Contents 
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Sample Tool: Contents 
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Example: Contents 



Third Component 

Full Prescribing Information 
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Full Prescribing Information: New 
Sections of Labeling 

• Created Dosage Forms and Strengths section 
– Formerly in How Supplied  

 
• Warnings and Precautions consolidated into one section 
 
• Formerly in Precautions, now new sections 

– Drug Interactions 
– Use in Specific Populations 
– Nonclinical Toxicology 
– Patient Counseling Information 
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Full Prescribing Information 

(FPI shortened for 
presentation purposes) 

If a section or subsection 
designated by regulation 
is omitted, numbering 
must not change. 



Labeling Sites 
• Drugs@FDA 

– http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm 

 
• FDA’s online labeling repository  

– http://labels.fda.gov   
 

• National Library of Medicine’s DailyMed 
– http://dailymed.nlm.nih.gov 
 



Questions? 
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